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EC CEFETIFICATE
Full Quality Assurance System
Certificate i!o.:
1 00031 2tl1 2-PA-NA-CZE rev. i.,t)

Project No.;
PRI C -6 00254 -2 0 1t) -PRC.-C.7.ri.

Valirl l.,ntil:
2.i Ylay 2024

This is to certify that the quality system of:

Sibirskiy Trakt str. L2/5,620100, Ekaterinburg, Russian Federation

For design, production and final prodUct inspection/teSting of:

RESPIRATORY GAS MONITORING PEVICES

Has been assessed with respect to:
THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN
ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE
93/AL|EEC ON MEDTCAL DEVTCES, AS AMENDED

and found to comply,

Further details of the product(s) and conditions for certification are glven overleaf.

Triton Electronic Systems Ltd

Place and date:
Havik, 04 January 2O21

For:
DNV GL PRESAFE AS

is digltally verified by blockchain
teifiri#g.t. For more info, see

J.\!w.{ln.y!tl,.{:am1:ats.qJ"tlcclee rt.if isal es.:]!:!hel
hlo-*(:ltai!-r..[tf Il

Noti.cei The certificate is subject to terms and conditions as set out in the certificalion Agreement. Failure to comply may render this cerlilicate invalid,
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NNV,GL
(:ertificate No.:
100031 281 2-PA-NA-CjZE rov. 1.0

Project No.:
PRIC-600254-20 1 9.. PRC..CZE

Valid Llntil:
2'7 May 2.02.4

Jurisdiction

Application of Council Directive 93/42/EEC of 14 lune 1993, adopted as "ForskriFt om Medisinsk Utstyr,,
by the Norwegian Ministry of Health and Care Services.

Products covered by this Certificate:

The complete list of devices is filed with

Sites covered by this certificate

the Notified Body

EU Representative

Wladimir Wollert, Otto-SelzerstraBe 1 6, D-97340, Marktbreit, Germany

Certificate history:

Revision Description Issue Date
0,0 Original Certificate 08 September 2020
1.0 Extension in scope - new product AMG-06 added 04 )anuary 202!

Product Description Product Name Class

Mainstream CO2 sensor with
accessories

Mainstream CO2 sensor TESM.506001
Airway adapter adu lt/pediatric TESM,706020
Airway adapter pediatric/neonatal TESM.706021

IIb

Multigas Analyzer Multigas Analyzer AMG-O6 TESM.943 1 29.OO2 IIa

Triton Electronic Systems Ltd Sibirskiy Trakt str. L2/5, 620tO0,
Russian Federation

I'I0]IHUD SODY: ONV $L I'I{ESiAFL AS, Verita$'/elen :i, N-1363 llovik, Norw?ty " Rcqistered Eiltlyprise No: NO 992 0ti7 40I tlVA
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DNV.GL
Cr:rtificatr: No.:
10003 1 28 12-PA-NA-C.ZE rev. 1..0

Pr oject No. I

PtUC-600254- 20 1 9-PRC-CZE
Vaiid t.Jntil:
2/ May 2024

Terms and conditions
The certificate is subject to the following terms and conditions:
,;Any producer (see 200L/95/Ec for a precise definition) is liable for damage caused by a defect in his

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective
products.

-l lhe certificate is only valid for the products and/or rnanufacturing premises listed above.
l-he Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold
it so that it remains adequate and efficient.

:-; The Manufacturer shall inform Presafe of any intended updating of the quality system and presafe will
assess the changes and decide if the certiflcate remains valid.

:' Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced
visits.

The following may render this Certificate invalid:
i. Changes in the quality system affecting production.
. Periodical audits not held wlthin the allowed time window.

Conformity declaration and marking of product
when meeting with the terms and conditions above, the producer may draw up an EC d
conformity and legally affix the CE mark followed by the Notified Body identification num

End of Certificate

f.l.)liltt:D BODY: {)NV cL piltjsiAtf AS, Verjiosveicil ], N*l3ti.3 tlovii(, N0rlvily i:{e{j*rierod Irtrrprise No: NO 9$/ 0ai7 4(]l iltvA
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HaoHarteare: .|renpepblBnurrl riernna3hBltrrtfi KoHTponb
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OQr,rrprral r, rr tr n npeTlcraBr4re.rrb n Mo,ago ne O O O Porvregxoril

Mynsrura:onstla aHanilsarop AMt--06 npe4Ha3Ha!en Arl r/3Mepelur cneAyloulilx napaMerpoB::

. FtiCO2 tt EtC02 KoHLleHTpaqilrc a 6oronoN,t noToKe

. KorrtleriTpatlllu aHecreluxon (Ax) Ro B/lbrxaeMr)rx r,,r Bl,r/lbtxaeMblx ra3ax: urro(llypar (lso), cenocfnypaH (Sev),
T1eccprryparr (Des),

. t.lacrora AbtxaHr, (,'fA[]), uHI]eKC MAI(, annoe, aruocrfcpnoe AaBjtcH14e,

O6tqre napaMerpbt

Ipyrn{laqrplr9e_
Att"nrc-r--
I4p1*og urluqpelvn _
Zlqv-eplpyuq,lrylr
lzlettaeprevure napaMerpbt

-ftpg_qlue,l9T.t19l.ll_e-l r cr?pllg_ _ __ -
i2+15.1Nvo nsr ri tqei: r 1qN cencoprr t r ii TF'f -grcrIrrera

! ] mra qqe pqra or Ir r t r u ulicpp_q5par1 t y i (N DlBi
C02, Sr:voflurane, lsoflurane, Desflurane
F:CAZ, Fil)[S, F:ilSO, F:iSEV
ftc02, [:tDES, EtISO EtSEV, Llacrora /.lbrxarrrr]
(RSP)
M ut t-t ul uan ut i a fl afl bBeoIr c oH a c KoH I I c Hrne I r r,,t q / I\/ AC \

,l]r,tanasot uouepeuutt
co2
DES
tso

SEV

0-15.0 Vol% or kPa (paspeurertrae 0.1)
0-'l7.0 Vol% (paspeLreureO.l )

0-5.0 Vol% (paspeLreHure0. 1 )

0-7.0 Vol% (paspeureuue 0.1)
Toquocls

co2
DES
tso

SEV

(0 43o/o 't [)o/o ypoBun r asa)
(0.2"/o + 150/o lpoRHF ra3a)
(0 2% r 1{r'7n ypoanr rasa)
(0.?-o/o + 1 [i% Vpoerrfi raea)

,[]uranaeou pacxoAa l,t3MepgeMoro ra3a
To.ittoct s

50-250 ml/nrin
t10 nrl/min (or + 1Oo/" R laRrr:r,4^,rn.rrl 

^T 
T^r^ r:rn 6nrr

qiq9p-g{S!ry lq!9!19.1 pIpg!gjlbx {rapaMerpoB
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lly$ppequ tpaSr:eqran
C02, xonuenitt[r14 aHecren/KoB

I pa$ rlt2qxr i,r' gucn t teii C02, r<ortrlel rpaLlril anec[eTilKoR
l3peus orxn!$....-_
:lfalesqt:qqorbr u br xa H u n

-crrcrrueul-Bpeur pa3orpeBa

2.5 seo

-q-i@ sirqt"!_p--r{41, )"ty-(E ?10- - _*-__
Visual and. aU_QiQIS,__ ___
ISO accuracy within 45 s (warmrng-up time)
Full accuracv within '1 0 min (in normal mode)

fluraHre or cerfi
_F 9-1p_99-Lt1!l{- a K Kyl4ytElgp_
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1ZQr ll9l:l,ll rn
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Pa6o,laq noBepxHocrb

-_z3btKr/
CraHAaprbt

Kanr6poaxa

Vcrpoicrao noprarilBHoe, eTo MoxHo pa3Mecrrrb na paooiriri noeepxHoilra--
hrr4 noABeculb r,4 3aKpenilTb xa nrc6oi noBepxHocrh pnlloM c naLlheHroM,
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